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DETAILED ACTION 

Claim Objections 

1 . Claims 9 and 1 1 are objected to because of the following informalities: 

a. claim 9 as amended is not grammatically correct; the examiner suggests 
deleting the word "in" and the comma after "disposable" and 

b. claim 1 1 appears to repeat the phrase "the distal end" in the last line; for 
analysis the entire phrase is interpreted to mean the most distal end of the 
tubular member. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 8 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 8 recites the limitation "the steering mechanism" in the 
last line of the claim. For analysis, "the steering mechanism" is interpreted as "the 
shape-imparting mechanism." 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

5. Claims 1 -8 and 1 0-1 2 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by US Patent 5,514,131 A to Edwards et ai. (hereinafter "Edwards"). 

6. Regarding claim 1 , Edwards discloses a modular catheter (Figs. 9, 10, 13 and 
17). An elongate tubular member (92) has a proximal end (94) and a closed distal end 
(96) with a lumen extending from the proximal end to the distal end (Fig. 10) and a 
plurality of electrodes (124, including bipolar configurations) arranged at, or adjacent, 
the distal end (Fig. 1 0). Conductors for the electrodes are contained within a wall of the 
tubular member (Fig. 1 0, all distal components are inside the walls of the tubular 
member). An elongate shape-imparting mechanism (1 1 6/1 1 8/1 20 and 1 22; wires 1 1 6, 
118, and 120 steer the catheter and sleeve 122 changes its length) is removably 
received within the lumen of the tubular member such that a distal end of the shape- 
imparting mechanism is substantially in register with the distal end of the tubular 
member (Fig. 10). A control device (90) has a proximal end and a distal end (Fig. 9). 
The proximal end (94) of the tubular member (92) and a proximal end of the shape- 
imparting mechanism (1 16/1 18/120 and 122) are releasably connectable (col. 6, lines 
24-27 and col. 7, lines 44-58) to the distal end of the control device (1 1 6/1 1 8/1 20 are 
connected to controls 102 and 104 within control device 90 and 122 is connected to 
control 26; see Fig. 1 7, col. 6 line 65 to col. 7 line 4). 
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7. Regarding claims 2-5, Edwards discloses that the shape-imparting mechanism 
(1 1 6/1 1 8/1 20 and 1 24) and the tubular member (92) are releasably connectable to the 
control device (90) independently of each other (Figs. 9 and 17, col. 7 line 44 to col. 8 
line 3). The shape-imparting mechanism (122) has an outer diameter approximating 
that of a diameter of the lumen of the tubular member (92) to be a snug fit within the 
lumen of the tubular member (Fig. 1 0). The shape-imparting mechanism (1 1 6/1 1 8/1 20) 
also comprises a steering mechanism to effect steering of the distal end of the tubular 
member (col. 6, line 65 to col. 7 line 14). The proximal end (94) of the tubular member 
(92) carries a connector thereon for connection to a corresponding connector of the 
control device (col. 6, lines 19-21). 

8. Regarding claims 6-8, Edwards discloses a proximal end of the shape-imparting 
mechanism (length shaping sleeve 122) carries a coupling mechanism (the end shown 
in Fig. 17 that connects to 152) for effecting releasable mechanical coupling (Fig. 17 
shows the coupling released) to the control device (90) and to a manipulating element 
(26) of the control device (Fig. 17). The manipulating element (26) is an actuator which 
is linearly displaceable relative to a body of the control device (Fig. 4, col. 5 lines 26-39 
and col. 6 lines 21 -22). The coupling mechanism (Fig. 1 7) has a first securing formation 
releasably connectable to the body of the control device (hinge 1 10 on the control 
device 90 releases surface 109, moving the connector 152 and contact 148) and a 
second securing formation releasably connectable (the end of length shaping sleeve 
122 shown in Fig. 17 is connected to 152) to the actuator (26) so that displacement of 
the securing formations relative to each other (moving 26 laterally within 109) causes 
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lateral displacement of the distal end of the shape imparting mechanism (it slides 
laterally along the electrode) and, hence, the distal end of the tubular member (the distal 
end of the tubular member effectively retracts; see e.g. Fig. 7 and Figs. 9-10). 

9. Regarding claim 10, Edwards discloses the shape-imparting mechanism includes 
a stylet (1 22) which is received in the lumen of the tubular member (Fig. 1 7). 

1 0. Regarding claim 1 1 , Edwards discloses a modular catheter (Figs. 9, 10, 13 and 
17). An elongate tubular member (92) has a proximal end (94) and a closed distal end 
(96) with a lumen extending from the proximal end to the distal end (Fig. 10). A plurality 
of electrodes (124, including bipolar configurations) are arranged at, or adjacent, the 
distal end (Fig. 10) and conductors for the electrodes are contained within a wall of the 
tubular member (Fig. 1 0, all distal components are inside the walls of the tubular 
member). An elongate shape-imparting mechanism (122) is removably received within 
the lumen of the tubular member such that a distal end of the shape-imparting 
mechanism is substantially in register with the distal end of the tubular member (Fig. 
10). An elongate control device (90) has a proximal end and a distal end (Fig. 9). The 
proximal end (94) of the tubular member (92) and a proximal end of the shape-imparting 
mechanism (122) are releasably connectable (col. 6, lines 24-27) to the distal end of the 
control device (Fig. 17) and the control device (90) carries an actuator thereon (26) 
which is displaceable along a longitudinal axis of the control device (Fig. 4, col. 5 lines 
26-39 and col. 6 lines 21-22) for controlling displacement of the distal end of the shape- 
imparting mechanism to effect displacement of the distal end of the tubular member 
(see Fig. 7 and Figs. 9-10). 
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1 1 . Regarding claim 1 2, Edwards discloses a modular catheter (Figs. 9, 1 0, 1 3 and 
17). An elongate tubular member (92) has a proximal end (94) and a closed distal end 
(96) with a lumen extending from the proximal end to the distal end (Fig. 10). A plurality 
of electrodes (124, including bipolar configurations) is arranged at, or adjacent, the 
distal end (Fig. 10) and conductors for the electrodes are contained within a wall of the 
tubular member (Fig. 1 0, all distal components are inside the walls of the tubular 
member). An elongate shape-imparting mechanism (122) is removably received within 
the lumen of the tubular member such that a distal end of the shape-imparting 
mechanism is substantially in register with the distal end of the tubular member (Fig. 
10). A control device (90) has a proximal end and a distal end (Fig. 9) The proximal 
end (94) of the tubular member (92) and a proximal end of the shape-imparting 
mechanism (122) are releasably connectable (col. 6, lines 24-27) to the distal end of the 
control device (Fig. 17). The control device includes a body (90) and an actuator (26) 
displaceably arranged on the body (Figs. 4 and 9). A proximal end of the shape- 
imparting mechanism (Fig. 17) carries a first securing formation (the end of 122) 
releasably connectable to the actuator (152 and 26) and a second securing formation 
(the end of electrode 124 is carried by 122) releasably connectable to the body (from 
the end of 124 through connector 150 and 24 to the body 90). 

Claim Rejections - 35 USC § 103 

1 2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 1 48 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

14. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
Patent 5,924,977 A to Yabe et al. (hereinafter "Yabe"). Edwards discloses the 
limitations of the claimed invention as described above in paragraph 6, except for a 
disposable covering member for the control device. Yabe teaches surgical instrument 
handles with disposable covers (22, Fig. 1). It would have been obvious to one having 
ordinary skill in the art at the time of the invention to modify the catheter of Edwards with 
the instrument handle cover of Yabe to make the device cleaner and easier to sterilize 
after use, as taught by Yabe in col. 2, lines 18-46. 

Conclusion 

1 5. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US Patent 6,007,531 to Snoke et al. teaches a steerable catheter 
with modular or disposable distal components. 
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1 6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Erin M. Cardinal whose telephone number is 571-270- 
3148. The examiner can normally be reached on Monday through Thursday 7:30 AM - 
6:00 PM EST. 

1 7. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 571-272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 571 -273-8300. 

1 8. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Linda C Dvorak/ 

Supervisory Patent Examiner, Art 

Unit 3739 

IE. M. C.I 

Examiner, Art Unit 41 36 



